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GI Supply, Inc.

Thomas Saladin

Global Regulatory Lead

5069 Ritter Road Suite 104
Mechanicsburg, Pennsylvania 17055

Re: K221042
Trade/Device Name: Renova RP Centesis Pump
Regulation Number: 21 CFR 878.4780
Regulation Name: Powered Suction Pump
Regulatory Class: Class Il
Product Code: BTA
Dated: March 20, 2023
Received: March 20, 2023

Dear Thomas Saladin:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced above
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure)
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general controls provisions
of the Act. Although this letter refers to your product as a device, please be aware that some cleared products
may instead be combination products. The 510(k) Premarket Notification Database located at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm  identifies  combination  product
submissions. The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration. Please
note: CDRH does not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class 11 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA has
made a determination that your device complies with other requirements of the Act or any Federal statutes and
regulations administered by other Federal agencies. You must comply with all the Act's requirements,
including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical
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device reporting (reporting of medical device-related adverse events) (21 CFR 803) for devices or
postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-542
of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803),
please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-
report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE  website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,
Digitally signed by
Ma rk Mark Trumbore -S

Date: 2023.04.19
Trumbore -S 08:38:23 -04'00'

Mark Trumbore, Ph.D.
Assistant Director
DHTA4A: Division of General Surgery Devices
OHT4: Office of Surgical

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

Enclosure
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K221042

Device Name
RenovaRP® Centesis Pump System

Indications for Use (Describe)
The RenovaRP® Centesis Pump is intended to be used in conjunction with the RenovaRP Tube Set and the RenovaR

Fluid Drainage Bags to remove ascitic fluid from the abdominal cavity for paracentesis, and remove pleural effusion fro
the thoracic cavity for thoracentesis.

The Renova RP Centesis Pump is intended to be used by medically trained healthcare professionals knowledgeable a
paracentesis and thoracentesis.

Type of Use (Select one or both, as applicable)

E Prescription Use (Part 21 CFR 801 Subpart D) D Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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510(k)Summary

.SUBMITTER/510(8§PONSOR

Sponsor/Manufacturer
GISupplyJnc.

5069Ritter Road

Suite104
MechanicsburgPA17055USA
Phone: (800)A516797

ContactPerson
ThomasSaladin
Sr.RegulatoryAffairsSpecialist
Phone: (952)4716665

Email: tsaladin@Ilaborie.com

Alternate Contact
MeghanMoore
ManagerRegulatoryAffairs
Email: mmoore@Iaborie.com

PreparationDate
April 14,2023

II. DEVICRNAME/CLASSIFICATION

DeviceTrade/ProprietaryName RenovaRP®entesifPumpSystem

DeviceCommonor UsualName SuctionPump,PeristalticPump

DeviceRegulatoryClassification Clasdl

DeviceClassificatiorRegulation 21 CFR878.4780

ProductCode BTA
SQubmissionType Traditional510(k)
ClassificatiorPand General& PlasticSurgery

Ill. PREDICATIBEVICE
K970186RenovaRPRaracentesi®umpSystem

IV.DEVICBDESCRIPTION

TheRenovaRP®entesiPumpisintendedto be usedin conjunctionwith the RenovaRP®ubeSetand
RenovaRPRluidDrainageBagyprovidedseparatelyfrom the pump)to removefluid from the
abdominalcavityfor paracentesisand pleuraleffusionfrom the thoraciccavityfor thoracentesis.

V.INTENDEDSEH INDICATIONBORUSE

IntendedUse/ Indicationsfor Use

TheRenovaRP®entesid?umpisintendedto be usedin conjunctionwith the RenovaRFubeSetand
the RenovaRFluidDrainageBagso removeasciticfluid from the abdominalcavityfor paracentesis,
andremovepleuraleffusionfrom the thoraciccavityfor thoracentesis.
TheRenovaRPCentesiPumpisintendedto be usedby medicallytrained healthcareprofessionals
knowledgeableabout paracentesisndthoracentesis.
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GISupplyJnc.

VI. COMPARISONFTECHNOLOGICBHARACTERISTWS HTHEPREDICATEEVICE

Thedetailedsubstantialequivalencecomparisorof the similaritiesand differencesbetweenthe
RenovaRP®entesifPumpSystenisubjectdevice]andthe RenovaRPRaracentesi®ump(K970186)
[predicatedevice]is providedin the table below. Pleasenote that the deviceshavethe same
manufacturer,andonly differ with regardto indicationsfor useand proprietary/tradename.The
fundamentaldesignand operationalandtechnologicatharacteristicof the subjectdeviceremainthe

same.

No performancedatawasneededto evaluatethe expansiorof the indicationsfor useto include
thoracentesisThechangeof the subjectdevice’sindicationsdoesnot increaserisksor impactsafetyor
effectivenessvhencomparedto the predicatedevice.

Regulatory Similarities/
Information [SubjectDevice] [PredicateDevice] Differences
Manufacturer GlSupply,nc. GlSupply|nc. Same
P[r):;;/rliceigstZ?rze RenovaRgﬁfgrtT:as@ump RenovaRPRaracentesi®ump Different
510(k)Number K221042 K970186 rer
DeviceClass Clasdl Clasdl Same
Device
Classification General& PlasticSurgery General& PlasticSurgery Same
Name
DeviceCommon Pump,Portable,Aspiration Pump,Portable,Aspiration Same
Name (Manualor Powered) (Manualor Powered)
ProductCode BTA BTA Same
Rﬁg”m'zg‘:” 21 CFR378.4780 21 CFR378.4780 Same
DesignFeaturesand Capabilitiesof the Device
TheRenovaRP®entesisPumpis
mte.ndedlto b? usedin TheRenovaRPRaracentesis
conjunctionwith the RenovaRP - ) .
TubeSetandthe RenovaRFluid Pump|smtendedasgpengtalﬂc
DrainageBaggo removeascitic pumpto remove.ascmcfllu[d
) : ) from the abdominalcavityin
fluid from the abdominalcavity : . :
for paracentesisandremove conjunctionwith the RenovaRP®
Indicationsfor Use leuraleffusionfrom the thoracic ParacentesiKit. TheRenovaRP® Different
Eavit for thoracentesis Paracentesi®umpisintendedto
y s : be usedby medicallytrained
TheRenovaRPCentesid?umpis .
. : healthcareprofessionals
intendedto be usedby medically
) . knowledgeableabout
trained healthcareprofessionals aracentesis
knowledgeableabout P '
paracentesisndthoracentesis.
Intended Use Suctionpumpfor removalof Suctionpumpfor removalof Same
fluids fluids
Prescriptionor
Overthe Counter PrescriptionUse PrescriptionUse Same
(OTCUse
UseEnvironment Hospital/ Clinic Hospital/ Clinic Same
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Regulatory Similarities/
Information [SubjectDevice] [PredicateDevice] Differences
Pumpis non sterile. Pumpis non sterile.
Sterile Disposableomponentsare Disposable&eomponentsare Same
sterile. sterile.
Pumpisreusable. Pumpisreusable.
Disposableversus Same
Non Disposable Disposable&eomponentsare Disposable&eomponentsare
singlepatient use. singlepatient use.
PumpPhysical 13x9x13n (33x23x3%m) 13x9x13n (33x23x33m) Same
Specifications 8.51bs(3.9kg) 8.51bs(3.9kg)
PumpPower AConly model AConly model Same
Pumpinput 100230V 100230V Same
Voltage
Pumplinput 2 5A 2 5A Same
Current
Pumplinput 50/60Hz 50/60Hz Same
Frequency
FlowRate 700mL/min 700mL/min Same
F;“e’gﬁ:ffrggﬁi' Clasd, TypeB Clasd, TypeB Same
Pumpis placedin a polybagin Pumpis placedin a polybagin Same
betweenatop foamandbottom | betweenatop foamandbottom
foaminsertprior to placementin | foaminsertprior to placementin
a 200#shipperbox. Powercord a 200#shipperbox. Thepower
andIFUare placedin a polybag cordandIFUare placedin a
ontop of the pumpunderafoam | polybagon top of the pump
capprior to boxclosure. underafoam capprior to box
closure.
Disposableomponentsare
Packaging providedseparatelyfrom the Disposableeomponentsare
pump. Tubesetsareindividually | providedseparatelyfrom the
sterile packagedwith each200# | pump.Tubesetsareindividually
shipperbox containingfive (5) sterile packagedwith each200#
tube setsandone (1) IFU.Bags shipperbox containingfive (5)
areindividuallysterile packaged, | tube setsandone (1) IFU.Bags
with each200#shipperbox areindividuallysterile packaged,
containing20 bags.No IFUfor with each200#shipperbox
the collectionbagsis required. containing20 bags.No IFUfor
the collectionbagsis required.
Thepumphasan expected Thepumphasan expected
servicelife of 7 A0 years. servicelife of 7 A0 years.
ShelfLife Tubesetshavea shelflife of 24 Tubesetshavea shelflife of 24 Same
months,while the fluid drainage | months,while the fluid drainage
bagshavea shelflife of 25 bagshavea shelflife of 25
months. months.
Regulatory [SubjectDevice] [PredicateDevice] Similarities/
Information Differences
Manufacturer GlSupply,nc. GlSupply|nc. Same

DesignFeaturesand Capabilitiesf the Device
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GISupplyJnc.

Regulatory
Information

[SubjectDevice]

[PredicateDevice]

Similarities/
Differences

RenovaRP®ube

TheRenovaRP®

Partof the proposeddevice; N/A
packagedandshippedseparately
asthey areconsumables.

SetandFluid
DrainageBags

TubeSetand
FluidDrainage
Bagswerecleared
viaK970187They
arethe sameas
providedunder
K970187except
the revised
labelingfor the
expanded
indicationto
include
thoracentesis.
Includingthe tube
setandfluid
drainagebagsas
part of the
RenovaRP®
CentesiPump
Systendoesnot
introducenew
guestionsof
safetyand
efficacy.

VII. SUMMARYOFPERFORMANTCRATAANDPERFORMANGESTINGONCLUSIONS
TheRenovaRP®entesidPumpsystemwasevaluatedusingGlSupply’siskmanagemenprocessn
accordancevith ISO14971:2019- Medicaldevices- Applicationof riskmanagemento medical
devicesAllidentified riskswere adequatelymitigatedandwere previouslyverified by meansof
nonclinicalperformancetesting.

Notestingwasrequiredin supportof substantialequivalenceo the predicatedeviceasthe subjectand
predicatedevicesareidenticalin terms of devicedesign fundamentaltechnology physical
characteristicsperformance andintendeduse.Theonly proposedchangeto the deviceisits indications
for use,whichare beingexpandedo includethoracentesis.

Theexpansiorof indicationsdid not require anyadditionalnonclinicalor clinicaltestingto demonstrate
safetyand effectivenessior to supportthe substantialequivalenceo the subjectdevice;however,
nonclinicalbenchtestingis beingprovidedaspart of this submissiorto verify deviceperformanceand
safety.

Summaryof NonclinicalPerformanceTesting

A seriesof functionalnonclinicalperformancetestingwaspreviouslyconductedon the RenovaRP®
CentesiPumpincludingsimulatedusetesting,functionaltesting,anddistributiontesting. Thedevice
wassuccessfullgvaluatedfor standardscomplianceto IEC606014, Medicalelectricalequipment— Part
1: Generakequirementsfor basicsafetyand performanceand 606014 2 — Medicalelectricalequipment
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—Partsl 2, Generakequirementsfor basicsafetyand essentiaberformance- CollateralStandard:
Electromagnetidisturbances- Requirementandtests. Additionally,usabilityof the devicewas
assessetyy applyingthe evaluationprocessspecifiedin ENIEC623664.:2015,Medicaldevices- Part1:
Applicationof usabilityengineeringo medicaldevicegAnnexC,Evaluatiorof a userinterfaceof
unknownprovenance- UOUP).

A seriesof functionalnonclinicalperformancetestingwaspreviouslyconductedon the RenovaRP®ube
Setincludingsimulatedusetesting, post acceleratedagingtesting, real time aging,biocompatibility
testing (cytotoxicity,irritation, andsensitizatiorper ISO109934, Biologicakvaluationof medical
devices-Part1: Evaluatiorandtesting),anddistribution testing.

A seriesof functionalnonclinicalperformancetestingwaspreviouslyconductedon the RenovaRP®luid
DrainageBagincludinggraduationmarktesting, post acceleratedagingtesting,real time aging,and
distributiontesting.

CleaningVvalidation
Acleaningvalidationwasconductedper ISO17664,Processin@f healthcareproductson the
RenovaRP®entesifPump.

VIII. CONCLUSIONS

TheRenovaRP®entesifumpSystenisubjectdevicelis substantiallyequivalentto the predicate
device,RenovaRPRaracentesi®ump(K970186andits disposablecomponentgK970187with respect
to devicedesign fundamentaltechnology physicalcharacteristicsperformance andintendedusefor
the removalof fluids. Devicematerialsand packagingare identical. Thedisposablecomponentsare
providedsterile,while both the subjectand predicatepump componentof the systemare non sterile,
reusable andhavethe sameexpectedlifetime.






